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Status 6f Application, Amendments and/or Claims 

The information disclosure statement filed 23 September 2002 (Paper No. 6) was 
received and complies with the provisions of 37 CFR §§1.97 and 198. It has been 
Placed ih the application file and the information referred to therein has been considered 
as to the merits. 

(asi^^^^ 

(claim 6) in Paper No. 8 (07 April 2003) is acknowledged. The Examiner has withdrawn 
the species election requirement for claims 5 and 6. 

. JCIaims 8-18 are ^ withdrawn from further consideration pursuant to 37 CFR : ■ 
1 ■ 142(b), as being drawn to a nonelected Group, there being no allowable generic or 
linking claim. In addition, claim 7 is. withdrawn because SEQID NO:1 1 contains an ROD 
motif The election was made without traverse in Paper No. 8. Claims 1-6 are under . 
examination. ■ •■ ■ 



Claim Objections 

Claims 1 and 6 are objected to because of the following informalities: 
Claim 1 encompasses a non-elected invention (SEQ ID NO:) and requires 
amendment to limit to elected invention. Applicant is required to cancel the claim(s), or 
amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the ; 
claim(s)in independent form. Appropriate correction is required; 
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Claim 6 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. No cells are 
excluded in claim 6, thus it does not further limit the parent claim. 

Applicant is required to cancel the claim(s), or amend the claim(s) to place the 
claim(s) in proper dependent form, or rewrite the claim(s) in independent form. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

«^ 

■..^2h^un^3 5 U.S.CJl2.^pa^ I ^ ifabelnfll ^ 

for failing to particularly point out and distinctly claim the Subject matter which applicant . 

regards as the invention. 

The term » regulating cellular development" in claim 2 is a relative term which 

renders the claim indefinite. The term "cellular development" is not defined by the 
claim, the specification does not provide a standard for ascertaining the requisite 
degree, and one ofordina^ skill in the art would not be reasonably apprised of the 
scope of, he invention. Furthermore, the specification does no, define what is meant by 
"regulating". It is unclear how SEQ ID NO:11 is changing cellular development 



following is a quotation of the first paragraph of 35 U.S.C. 1 
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art to which it, pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-6 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for an osteopontin-derived peptide consisting of the , 
amino acid of SEQ ID NO:1 1 wherein said peptide regulates attachment and spreading 
of osteoprogenitor cells, does not reasonably provide enablement for an osteopontin- 
derived peptide comprising the amino acid of SEQ ID NO:i1 which regulates cellular 
development, binds integrin receptors on the surface on any cell type. The specification 
does not enable any person skilled in the art to which.it pertains, or with which it is most 
nearly connected, to make and/or use the invention commensurate in scope with these 
claims. 

The instant claims are drawn to an osteopontin-derived peptide comprising 
amino acid SEQ ID NO:11, which regulates cellular development and binds integrins on 
various cell types such as tumor, macrophages, stem cells, endothelial cells and 
differentiated cells. The specification teaches that SEQ ID NO:1 1 is a an osteopontin- 
derived fragment with cell attachment and/or cell spread activity (page 7, lines 23-27' 
and page 8, lines 1 1-20). The scope of the instant peptide encompasses the open 
(comprising) language of comprising SEQ ID NO:1 1 without distinguishing and limiting 
functions. The specification teaches when plates are coated with SEQ ID NO:1 1 , human 
osteoprogenitor cells undergo a transformation from a neutral to a proactive condition in 
which the number of attached cells, as well as percent spread, significantly increases 
(specification, page 53, line 5-page 55). Cellular development is a complicated aspect of 
the living cell that entails a number of different biological activities/functions. Cell 
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attachment arid cell, spreading involves one facet in cellular development. The subject 
matter sought to be patented as defined by the claims is no. supported by an enabling 
disclosure, because the term "cellular development" is not tantamount to "cell 
attachment and spreading". Reasonable correlation must exist between the scope of the 
claims and scope of enablement set forth. 

Furthermore, the specification only teaches that antibodies to a»p 3 integrin 
signmcantly diminishes mOC-1016 (SEQ ID NO:15) from binding to cells (page 53, lines 
17-21 and page 54). The specification never discloses which integrin antibody would 
inhibit SEQ ID NO:1 1 from binding. There is no predictability as to which integrin 
.receptorwouldbind SEQlDNO:11 because the specification discloses that only 
antibodies to a specific integrin inhibited mOC-1016 from binding (table 8, page54). 

Lastly, the specification only discloses that when plates are coated with SEQ ID 
NO:11, human osteoprogenitor cells attach and spread to the surface. The specification 
failstoteachothercelltypeswhichhaveaSEQIDNO:11 binding receptor. The instant 
claims encompass a number of diverse types of cells. It would require an indeterminate 
quantity of fundamentally unpredictable investigational experimentation of the skilled 
artisan to determine which integrin receptor bound SEQ ID NO:1 1 and then discern 
Which cell type contained that specific receptor. Without sufficient guidance, the amount 
of experimentation would be undue for one skilled in this art. Thus only osteoprogenitor 
cells meet the limitations of the instant claim. 

Due to the large quantity of experimentation necessary to demonstrate that SEQ 
ID NO:1 lean regulate the many biologicaf^^ . 
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and/or use the claimed invention in its full scopa 



Claim Rejections -35 USC §102 

A person shall be entitled to a patent unless - 

S^BsssarssawsaBBssss.. 

""""""^ »»«"~»h,«^ „m. M 
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Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Regina M. DeBeny whose telephone number is (703) 
305-6915. The examiner can normally be reached on 9:00 a.m,6:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ga„ Kunz can be reached on (703) 308-4623. The fax phone numbers for 
the organization where this application or proceeding is assigned are (703) 872-9306 for 
regular communications and (703) 872-9307 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding shou^^^^^ 
0196. 

RMD 

August 6, 2003 
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